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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON , DC 20460 

OFFICE OF PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Antimicrobials Division 

November 26, 2004 

Revised June 6, 2005 

MEMORANDUM: 

From: 

To: 

Thru: 

Applicant: : 

Efficacy Review EPA Reg . No. 70030-19 Aseptrol S-10 Tab 
DP Barcode 310783 

Nancy Whyte, Efficacy Team Leader (Acting~) /J bJuiiL 
Efficacy Evaluation Team / /- .I....,~ 
Product Science Branch 'lff-1 
Antimicrobials Division (751 OC) 

Emily Mitchell/Tom Luminello 
Team 32, Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (75 1 OC) 

Lewis & Harrison 
122 C Street, NW 
Washington , DC 20001 
on behalf of Englehardt Corporation 
101 Wood Ave., Iselin, NJ 20164 

Formulation Label: % bywt. 
Active lngredient(s) 

Sodium chlorite ... .... ... .... ................. ..... ....... .. ............. 20.8% 
Sodium dichloroisocyanurate ....... ...... ........ ..... ...... ....... 7.0% 
Other ingredients .................. ... .. .... ... .. ... ... ... ... .. ......... 72.2% 
Total ..................... ... .................................. ....... ....... 1 00. 0°/o 

I. Background: 

This protocol has been submitted to determine if it is with in the parameters of the 
protocol approved by the Agency last December to be used Jn testing of products seeking a 
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la,bel claim of effe·ctivenes.s against Hantavirus. The protQcol (MRID # 464030~01) was 
developed by MicroBia Test , Inc., Sterl ing, VA in September 2001. No label accompanied the 
submission. A very similar protocol, also developed by MircroBioTest, submitted .to f·he A9ency 
for appr<Cwa! of virucidal effectiveness testingr of disinfectants against this same virus, w.as not . 
a.ccepted by the Agency unti l December 2003. Si·nce the pr.atocol was not developed to support 
any one disinfectant product, no label was submitted or required for review at that Ume. 

•t Summa1ry of Ac·cepted P rotoc.ol: 

The prot·oco~ submitted for review wa.s complet·ed by Shiva Rajar.am on September 17, 
2001 . The I abo rat·ory Project Identification Number was 414-112 . Statements of Quality 
Ass ura nee, Cam pli an ce vvith 4 0 C F R, and No Data Confid antira I ity we r·e included ~ n the 
document Two lots of the product Aseptrol S-Tab 10, No. 19125~ 1 -1 and No. 1J 91r 25-1~2, were 
received 07/:23/01 and used by MicmBioTest in preparing the test protocol. Prospect Hill 

· Viirus, a member of Ha:ntavirus, were ohtained from Dr. B Hjelle, University of New Mexico, 
Albuquerque, N. M. The organirsms were propagated in African Green Monkey IKidney Veto E6 
cells obtained from Dr. Hjelle. 

The protocol study report states that the active ingredients of the product are sodium 
chlari~e and chlorine dioxide. A II abel of the product extracted from the Agency database of · 
a p revi ou sly accepted product I a bel from this reg lstrant states the active i1n g recHe nts are sodliu m 
chlorite and sodium di1chlororsocyanurate. The product was prepa.red for us·e by mixing 3 tablets. 
of the test material with 1 gallon of 400 pp, .AOAG hard water to obtain the conoentration of 90e 
125 pp111 free chlorine dioxide Viral cells were neutraUzed irn sterile saliine containing 0.3% 
Na2S20~, using1 Sephyacryl S-1 000 columns. The prodruct contact time was 1 0 minutes at 20{}C. 
The viral inocu'lum contained 5% serum (type not specified}. Carriers (2x 2 inch sterile glass 
s!ldes) were preparedl by adding 0.2 mL of viru1s and dried for 30 minutes at 20<> C. All controls 
~ndud ~ng1 via b i I ity, neutra I izer ·effectiveness, column titer, c.e n v1 abillty, pI ate recovery, 
cytotoxicity, and virus stock titer met the criteria for a valid test The method of Reed and 
Muench was used to determine the 50% fluorescent focus forming unit dos·e (FIFFUD~0)/mL 

Test Results 

DiMion P rospecl Hi II virus 

Lot No. 19125-1-1 

10"1 PNS 

1. 0"2~- ~1o-7 Complete inactivation 

Pre-treatment 
IFFFUD50/ml .-::: 101.50 

Postetreatment 
IFFFUD50/mL 105.00 

PNS= 
FFFU= 

Past-neutra1izedl sampl1e 
Fluor·escent !Focus !Forming units 
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(Hantavnrus) 

lot No. 1•9125-1-2 

PNS 

Complete inactivation 

< 1 ou 

1 Q~·.CO 



Ill. Comments and Recommendations: 

1. When tested as described, Aseptrol S-Tab passed the Virucidal Effectivenss Test when 
Prospect Hill virus was exposed to the test material for 10 minutes at 20C. All of the 
controls met the criteria established for a valid test. These conclusions are based on 
observed data. 

2. Since the Agency has approved a more recent protocol for testing effectiveness of 
Hantavirus, attention must be paid to the Agency comments made when approving the 
revised protocol submitted by MicroBioTest in 2003. The requirement for a validation 
of the method must be added. • 

3. Because no label was submitted with the protocol for review, no label comments have 
been made. The registrant must address all recent labeling comments made by the 
Agency to ensure that a registration amendment request to add this organism to the 
label will not be rejected solely based on the lack of required comments, especially 
those dealing with necessity for personnel protective attire and safety precautions. 

• Please note: 

In the interim between the completion of the above efficacy review and this date, 
the Agency, with the concurrence of the testing laboratories (including MicroBioTest, 
Inc.) has decided that validation controls, previously required, do not add any additional 
validity to the testing method, and th is requirement has been eliminated. Therefore, no 
further data is required to support a label claim for effectiveness of this product against 
Hantav;rus. 
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